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SUMMARY: The Food and Drug
Administration (FDA) is announcing the
availability of an advisory cpinion,
i~sued in response to a citizen petition,
that stays until February 6, 1984, that
provisien of the tamper-resistant
packaomg regulaticons that requires a
specific iabel reference to &ny
identifying characteristic that is
incorporated into the tamper-resistant
feature of a particular product. This
advisory opinion applies to over-the-
counter drugs, cosmetic products. and
contact lens solutions and related
products subject to the tamper-resistant
packaging regulations. In addition. the
agency announces that as part of its
- Tamper-Resistant Packaging
Compliance Program, it plans to
maintain a current list of acceptable
technologies and those packaging
technologies that the agency believes
are unacceptable or have problems.
Elsewhere in this issue of the Federal
Register, the agency is amending the
tamper-resistant packaging regulations
with regard to the stay of the effective
date. -
ADDRESS: Regquests for s n !
th advisory opinion and th
Resistant Packacmg Comc iance
- Program to the Dockets Management
" Branch (HFA-303), Food and Dru
Administration, Rm. 462, £308 Fishers
Lzrne, Rockville, MD 20337,
FOR FURTHCR INFORMATION COCNTACT:
>n the advisory opinicn: Feul O, Fehnel,
National Center for Drugs end Biologics
(HFN-7), Food and Drug Acministraticn,
5600 Fishers Lane, Rockville, MD 20857,
301-443-5480.

On the Tamper-Resistant Packaging
Compliance Program: William C. Drury,
Nstional Center for Drugs and Eiologics
¢ f"\: 330}, Food and Drug
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Administration, 5600 Fishers Lane,
Rockville. MD 20857, 301-443-3790.

SUPPLEMERTARY INFORMATION: In the
Federal Register of November 5, 1982 {47
FR 50442}, FDA published regulations
establishing tamper-resistant packaging
and lebeling requiremecrts for certain
over-the-counter (OTC) human drugs
and cosmetic products. [n the same
issue of ne Federal Register {47 FR
50432}, the agency also pubiished
tarr_:er -resistanir eguia‘iu')s for contact
lens scluticns and tablets. In the Fedaral
Register of April 19, 1583 (48 T "R 16838},
the agency amended its tamper-resistant
packaging and labeling regulations for
TC drug and cosmetic produc to
larify certain sections of the preamble

anc to scacx\‘y in the regulations those
pr Zucisihat the agency had exempted
from these regulations. In the same of
the Federal Register {48 FR 16865), the
agency made similar clarifying
amendments for contact lens solutions
and tablets. One of the clarifying
labeling amendment added by the April
19, 1883 rule was the statement “If the
tamper-resistant feature chosen to meet
the requirement in paragraph {b) of this
section is one that uses an identifying
characteristic, that characteristic is
required to be referred to in the labeling
statement.”

(2]

A. Advisery Opinion Concerning
“Identifying Characteristics”

On May 5. 1983, the azency received a
petiticn from the Proprietary
Association requesting a stay of the
effective date of a portion of the tamper-
resistant packaging and labeling
regulations. Specifically, the association
sought a stay of that provision of the
regulations that requires a specific label

reference to any ide'xtif\'ing
characteristic that is incorporated into
the tamper-resistant feature of a
ar“cr-.lar product. For OTC drugs, this
tatement is required by 21 CFR
11.1o2fc) as amended by the Apni 19,
1853 publication. Cosmetic products and
cortact lens sclutions and tablets are
subisct to the same labeling provision
by 21 CFR /OO.ZS(C) and 803.12(c),

sta
2

- respectively, as amended April 18, 1983.

The agency agreed with the petitioner
thzt additioncl time to comply with the
requr‘. ment that any identif‘»‘lng
characteristic of the tamper-resisiant
feature be specifically .\.J.E‘I'I'Ed to in the
lebeling should be provided and stayed
the effective date for this requirement
una”.Fe"\ma'y 8, 1984. Thus, the
reguirement {or a specific label

. reference to any identifving

characteristic would apply to each
affected prpduct packaged on or after
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~ February 6, 1984. Because such a stay

affects not only OTC human drugs, but

‘also cosmetic products and contact lens

solutions and tablets, the Commissioner
of Food and Drugs made the petition
response an advisory opinion.
Therefore, this response may be relied
on by manufacturers and packers of all
affected products. A copy of this
advisory opinion is on file at the
Dockets Management Branch.
Elsewhere in this issue of the Federal
Reagister, the agency i3 amending the
tamper-resistant packaging reguiatm::"
with regard to the stay cf the effeciive
date.

3. Availability of Information on
Tamper-Resistaat Pockeging
Technologies

~JInvthepreemble 1o the tamper-
residtant packaging and labeling
regulations published in the Federal
Qegister of November 5, 1982 (47 FR
50444), the agency listed 11 technologies
which at that time it considered suitable
to meet the intent of the regulations. The
agency also stated that the technologies
listed were mersly intended to be
examples, and that the list was not
intended to preclude technological
innovation that might result in totsll
different but 2qually acceptable systems
for providing protection to the consumer.
In response to the final tamper-
resistant rule, several comments
requested that a “new” method of
packaging be included in the FDA list of
acceptable technologies. In the April 18,
1983 clarifying amendments, the agancy
discussed thess comments but declined

“torevise the list because the list was not

intended to be inclusive. The agency
emphasized again that the list of
technologies was never intended to be
co'nplete that the agency did not intend
that techno onlcal innovztion be
precluded, and that manufactubars and
packagers are {rze to adept any
packaging system, whet ther or not listed
in the preamble to the final n. 1 if t
meets the definition of tamper-
packaging provided in the rvg

Further, the agency indicated th
use of a technology listed in the
preamble does not, by itself, ¢
compliance with the requirem
usecfa tamper-resistant pacl

ystem. because the performar

charamanstu‘s of some technol
vary widaly.

Although the agency has concluded
that the list of 11 tech iologies in the
preamble should not be revised, it does
recognize that there is a ..ced to make
available a document that contains the
current agency thinking on acceptable
tamper-resistant technologies as well as
those technologxes for whxch the agency
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has identified a prl‘w\lgjn. It is important
that such information be communicated
to FDA investigators as well as to the
affected industry. The agency has
concluded, therefors, that the most
appropriate precedure for
communicating this information is to
make it a part of the “Tamper-Resistant
Packaging Compliance Program,” No.
7356.838, originally issued on june 1.
1583. The agency will supplement this
comp’u’a'mD program as necessary.
Setting forth this information in the
com ance program will both
disseminate this informaticn to FDA
field investigators and, because
comy“azce programs are available
under th2 szency’s Teedom of
information regulations {21 CFR Part 20},
prov ide a r‘ec‘mnism whereby the

\JA
el

“information will be available to other

interestad persons. A copy of the
Tamper-Resistant Compliance Program
and the current supplements will be
available for review in the Dockets
Management Branch under the docket
numbers found in brackets in the
heading of this document. Requests for
single copies of the Tamper-Resistant
Co"piianm Program or the supplement
concerning packaging technologies
should be sant to the Dockets
Management Branch.

Dated: August 11, 1983,
Josephn P. Hile,
Associate Commissioner for Regulatory
Affairs.
{TR Do, 53-22364 Filad 9-18-83: 8:45 am]
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